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On June 5,7 & 27, an investiga~or’ficmthis{okce of’ki Food andDrug Administration”
conduGtedan inspectionof yow foo~rnanu~~?k~fl~~fdili~locatedat 367 ComerioSt.,
Bayamc5n,PR 00959. Duting @t inspmtio$lab~lb.,~aterid for yuur gelatin,withand
without ~i~, and v~illa cust~.pkoducts ~<~e&iti&b~’~’J’Rev~e.wof yo~ product
labelingand the inspection evidtic~ repotie~~e~l~.;sati~us ~oh~ions of the Food, Drug
and CosmeticAct (the Act)-and’’?~~~e21, Co~eof~ed?kl Re~lations (CFR)Part 101,
Food Labeling, as follows: .:

2.

Tile product “GELAfiA”~OfiA”~EL~~l~s’~ ~ndividual3 oz. units, is adulterated.
within the meaningof Section402(i) of tk~Act ~ecau~eit containsthe color additive
FD&C YellowNo. 5 and its ,labeldoes not state this fact.

The products “GELATMA DO~A DELICIAS”and “GELATINADO~A
I)ELICIAS CONFRUTAS”memisbrandedwithin the meaningof Section403(i)(2)
of the Act because they are made from twp or more ingredients,but the labels fail to
bear the commonor usual name of each coloradditive [21 CFR 101.22(k)(l):and to ...
declare the presence of these colors in accordancewith 21 CPR 101.4,as fol!~~:. ~{:.. . ,,

(a)

(b)

.. ’..,,

.

...<. ,.’

Your product “GELATINADO~A D~~ICIASa’containscolors eertifia~leas ~ ~ . ..!,,,4. . .!
FD&CYellowNo. 5, FD&CYellow”No,6, FD&CRedNo. 40 md ~&C ~lue ~ , ~ .. .
No. 1,but the label of the individual3’02:units fails to deolarethe presence of .,, , , ,,,,,., ~
these colors.

----~,. .-./ . i,,
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Theproduct “GELATINADO~A I)ELICIAS” is also misbrandedbecause its
six pack carton container fails to decl~, the presence of the added certified color “
FD&C Blue No, 1 “/.
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(c) Your ptoduct ‘GELAT~A DO~A b~QCUS CONFRUTAS”containsthe ~
artificial coloring ingredientsl?D&CiKedNo. 40 and ~&C Blue No. 1,
however, the label of the individual~’oz.tits fails to declarethe presence of
these artificial coloring ingredients,;{ ~<
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The products“FLANESDORADELIC~@” (individual3 oz. units), “GELAT~A
DORA DELICIASCONFRUTAS”(in~$i~ual 7’02,units) tid “GELATINA
DO~A DELICIAS”(individual3 oz. unjti) are misb~ed within the meaning of
section 403(q)(l) of the ~ct in that the pi~~@tsftil to bear a label that provides o
mandato~ nutritional ~~ation as~~~r~d by 21 CFR 101.9.!;;L’#~..,
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The products ‘FLANES DO~A DELXCd~, “GELA~A DO~A DELICIASCON
FR~AS” ~d “GELATINA’DORA DE~~cIAS”are also misbrandedwithin the :
meaning of seetion 403 (c)(l) of the Act’becausetheir labels do not list the name of

mmifwturer of the p~otiuctsin aecd~ancc with 21 CFR 101.5,as follows:the

(a)

.: 1

1

The label for the individud tits of ~~ products‘%FL~S DO~A DELICIAS’
and “GELATINADO~A DELICWS,.CONFRUTAS”,respectively,list Alonso
Co~oration in lieu of SweetValleyjI~c., as the products’manufacturer. Our
investigatordocumentedthat since @@~ober,1995,when the firm’s name was
Monso Corporation,the firm has be~ sold to three diffmentowners, and iti
name changed three times being Sweet*alley, hc. the c~ent name of the firm.

The printed I~eling the sixpack cartonconttiers used for the products
“FL~S DO~A DELICXAS”and “~ELA~A DORA I)ELICIAS”doa not
speci~ SweetValley, Inc. as the m~pfacturer of these products, Instead, the
printed carton containersdeelareGo~z~ez e Hijos, Inc. and Pagti e Hijos, Inc., ~
firm’s previous ofiers, m the mantiktier, respectively,of the above “ o
mentionedproducts. - ,:

The label for the individual3 oz. units of your product“GELATINADO~A ,
DELICICIAS”fails to includethe name of the product’smanufacturer.

(c) .:
,!... ..
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The product ‘FLANESDO~A DELICIAS”is misbrandedwithin the meaning of ., ~
$eetion 403(g) of the Act inthatthefirmlists “Vanilla”(a food for which a definition
and standardof identity has been establishedin 21 CFR 169.175) in the ingredient
statementwhen in fact the product is madewith imitationvanilla.
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The above violations are nofrne~t~to.be~$~~;f$.cl~s?v~.llst.ofdeficienciesat your plant,
O@erlabeling violations cfi subjectthe food~~legal action. It is your responsibility~ ~
assure that all your products areproperly labeledand that their labelingare in ~mpli~e s
with all applicablelaws and r?~lations en@~edIby.~~FDA.

. ; .. LA,” . . .
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YOUshould take prompt mtidri~oco~ct th~s{viola~o~ andprevent their future -
recmace. Failure to promptly ~on=ectthes~viql~tio~,~ay res~lt in regulatory action .
without firther notice. Possl%le+tions inc[q~e~se$~~ ~~or ‘injunction. . .

~. .. .’.:../.’. ,

P1easenotify the San Juan D!s~c~Officein’~~$~~tj~ 15‘wortingdays of the receipt.
of ~s letter, of the specific’iteps you have~~ k “tirrect the noted violations,
Including an upIanation of eaeh step being~~,to, preventthe recurrenceof these or
similar violations, If correctiveaction cannotbe iotipleted wi~n 15worhg days, stare . . ,
the reasons for the delay and the time at wh$~~t~ eo~eetions will be completed. ,“

I&.. .

‘,,~&E~@~~O~ADELICIAS CON ~We also want to adviseyou that your produ~”~’‘
FRUTAS’ faiIsto contin a,separatedescd~~,~{~~~~’s~~iurnbenzoate (presaative) m .
stated in 21 CFR 101.22(j). V’‘: ..1

h addition, the six-packcarton for the non fruit product ~’GBLATINADO~A
DELICIAS”)incowectlydecltis Blue #1 M “AzuI#3l“.

..

Your reply shouldbe sent to the Food andDkg Administration,San Juan District Office, -
466 FemandczJMCOSAve., SanJu~ PR 00901-3223,Attention: Daniel Gonzalez,
Director ComplianceBranch. If you have ~y questionsconcerningthe violationsnoted. ~ ~
please contact us at telephonenumber (787),~79M6894. ,..-
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